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Rulemaking Options for Baby Bath Seats
Executive Summary

On May 30, 2001, the U.S. Consumer Product Safety Commission (CPSC) voted to
iitiate rulemaking for baby bath seats after it considered a petition filed by the Consumer
Federation of America and eight other groups in August 2000. The petition requested that
the Commission ban baby bath seats, claiming that these products present an
unreasonable risk of death and injury to children. The CPSC published an advance notice
of proposed rulemaking (ANPR) on August 1, 2001, under the Federal Hazardous
Substances Act (FHSA).

A bath seat 1s a product intended to be placed into a bathtub, sink or similar bathing
enclosure to provide support to a seated infant during bathing by an adult caregiver. The
product is intended for use with an infant who is capable of sitting upright unassisted but
who cannot yet pull up to a standing position {generally 5-10 months).

CPSC has reports of 96 drowning deaths and 153 non-fatal incidents involving baby bath
seats that occurred from January 1983 to December 2002. Ten of the deaths occurred
since the Commission voted to mitiate the ANPR in May 2001.

Approximately one fifth of the fatal and non-fatal incident reports are missing important
details, such as the position of the bath seat and/or the occupant when the incident
occurred. For these incidents, the staff cannot determine the hazard scenario. From the
remaining reported incidents, CPSC staff has identified several hazard scenarios for
which the bath seat design or materials contributed to the incident. Of these, the
following scenarios resulted in fatalities:

1) Tip-over: The bath seat tipped over while in use, submerging/trapping the child or
allowing the child to escape the seat.

2) - Entrapment and submersion: The bath seat remained upright and the child became
submerged and/or entrapped.

3) Coming out: The bath seat remained upright and the child came out of the bath seat.

Staff 1s aware of 30 fatalities where the bath seat was found tipped over. All bath seats
being sold today are made with suction cups to hold them in place. Suction cup
performance can be degraded by dirty or soapy surfaces, and can degrade naturally with
age and repeated exposure to water. Suction cups only work reliably on smooth surfaces.
There are no bath seats currently made that are suitable or recommended for textured or
slip-resistant tubs. Yet many bathtubs in homes today have slip-resistant surfaces. To
address the hazard from a bath seat tipping over, CPSC staff developed a performance
requirement that requlres bath seats to remain stable when tested on a ship-resistant tub
surface.

H



Three fatalities have been associated with entrapment and submersion scenarios. CPSC
staff has participated with the ASTM bath seat subcommittee in the development of a leg
opemng performance requirement to address underwater entrapment in bath seats. The
leg opening requirement was adopted in a recently approved revision to the standard,
designated as ASTM F 1967-03 "Standard Consumer Safety Specification for Infant Bath
Seats."

Nineteen fatalities have been associated with children coming out of bath seats. After
extensive analysis of potential approaches, CPSC staff has not been able to develop a
reasonable performance requirement that effectively addresses this hazard. However,
staff believes that this hazard might be reduced by the addition of a stronger waming

label regarding the danger of drowning associated with bath seats.

Staff is not recommending a ban of bath seats. With available data, staff cannot predict
the effect a ban of bath seats would have on the number of infant drownings. It is
conceivable that fatalities may either decrease or increase with a ban of bath seats, when
caregivers bathe children in bathtubs or use other bathing aids.

In order to address tip-overs, entrapments/submersions, and children coming out of bath
seats, the staff recommends that the Commission continue the rulemaking process by
mstructing the Office of the General Council (OGC) to draft a notice of proposed
rulemaking (NPR) incorporating 1) the stability performance requirement, 2) the leg
opening performance requirement and 3) the labeling requirement as set forth in this
briefing package.

A preliminary analysis of the potential costs and benefits of the proposed regulation

suggests that the benefits would be in line with the costs, even if the rule were only
50 percent effective in preventing addressable deaths.
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Rulemaking Options for Baby Bath Seats

The issue discussed in this briefing package is whether the Commission should propose a
regulation, under the Federal Hazardous Substances Act (FHSA), to require baby bath seats to
comply with certain performance and labeling requirements addressing hazards that result in
children drowning. Other options available to the Commission are to propose a ban of all baby

bath seats, defer a decision until more information is known, or take no further action.

A baby bath seat 1s a product mtended to be placed into a bathtub, sink or similar bathing
enclosure to provide support to a seated infant while being bathed by an adult caregiver. The
product is intended for use only with an infant who is capable of sitting upright unassisted and
cannot yet pull to a standing position. Figure 1 shows examples of two bath seats currently on the

market.

Figure 1: Examples of Bath Seats Currently Being Sold
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1I. BACKGROUND

A petition from the Consumer Federation of America and eight other groups, docketed on
August 4, 2000, requested that the Commuission ban baby bath seats and bath nings (for the
remainder of this briefing package, all of these products will be referred to as bath seats). The
petitioners asserted that bath seats pose an unreasonable risk of injury and death, primarily
because they create a false sense of security that the child is safe in the bathtub.

On May 30, 2001, the Commission granted the petition and voted to issue an advance notice of -
proposed rulemaking (ANPR). The ANPR was published in the Federal Register (66 Fed. Reg.
39, 692) on August 1, 2001, imtating rulemaking for bath seats under the FHSA.

The briefing package for the ANPR, dated March 2001, contained information about 69 fatal
incidents and 95 non-fatal incidents. Those incidents occurred between January 1983 and
November 2000. CPSC has reports of an additional 27 deaths and 59 non-fatal incidents since
preparation of the 2001 briefing package, including some incidents that occurred prior to
November 2000 but were previously unreported. Ten of the additional 27 deaths occurred since
the Commission voted to initiate the ANPR in May 2001. '

In the ANPR, the Commission solicited written comments concerning the risk of injury
associated with bath seats, the regulatory alternatives discussed in the notice, other possible ways
to address these risks, and the economic impact of the alternatives. The Commission also invited
interested persons to submit an existing standard or a statement of ntent to modify the current, or
develop a new, voluntary standard to address the risk of injury described in the notice.

This briefing memo discusses and reviews incident data associated with bath seats, the status of
the applicable voluntary standard, staff's recommended bath seat requirements, and a preliminary
regulatory analysis. In addition, the comments received on the ANPR are addressed. Following
a discussion of the issues, the alternatives and options available to the Commission are reviewed,
and the staff's recommended course of action 1s presented.

1. DISCUSSION
A.  Incident Data (Tab A)

The March 2001 briefing package cited 69 deaths and 95 non-fatal incidents/complaints’
involving bath seats in the U.S. from January 1983 through November 2000. Since that briefing
package was prepared, the CPSC has reports of an additional 27 deaths and 59 non-fatal
incidents (through December 2002) for a total of 96 deaths and 153 non-fatal incidents.

All of the 27 additional drowning deaths occurred in the absence of a caregiver. Sixty-six of the
69 fatalities discussed in the 2001 briefing package took place when the caregiver was absent.
Some reasons that caregivers have cited for leaving children unattended are answering

' One non-fatal incident from the March 2001 briefing package was removed from the count after further review of
the incident data.



unexpected phone calls, retrieving towels, tending to another child in the home, performing
household chores, or watching television.

The water depth was reported numerically (or as an overflow) in 15 of the 27 incidents. The
minimum water depth reported was three inches and the maximum was an overflowing bathtub.
The victims involved in the 27 fatal drowning incidents ranged in age from 5 months to 14
months old. Four different manufacturers' products were involved in 19 of the 27 incidents;
Safety 1%, Fisher-Price, Gerry and The First Years. The manufacturer information was unknown
in the remaining eight incidents.

Thirteen of the 27 victims were put into the bathtub with another young child. In 10 of these 13
incidents, the sibling was in the bathtub with the victim for the duration of the bath. In the other
three mcidents, either the caregiver took the sibling out of the tub during the bath or the sibling
got out of the bathtub while the caregiver was out of the room, leaving the victim alone and
unattended. There were no siblings present at any time during the bath in the remaining 14
incidents.

The hazard scenarios associated with all the deaths and non-fatal incidents can be grouped into
three areas: 1) those that involved problems with the bath seat design and materials; 2) those in
which the bath seat stayed upright and held the child in the seat; and 3) those in which the
circumstances of the incident are unknown or uncertain. The following two tables contain a
breakdown of incidents by hazard scenario as reported in the 2001 briefing package as well as
for the updated data. The tables are separated for fatal incidents (Table 1) and non-fatal incidents
and complamts (Table 2). A review of the updated incidents that pertain to the bath seat design
scenarios follows.



Table 1: Bath Seat Fatal Incidents by Hazard Scenario

Hazard Scenario

Fatalities
Reported in 2001
Briefing
Package
1/83-11/00

Updated
Additional
Fatalities”

Total Number of
Fatalities
(1/83-12/02)

Children Slumped Over

Tip-Over 21 9 30
Children Coming Out of the

Bath Seat 11 8 19
Entrapment and Submersion 3 0 3
Bath Seat Breaking 0 0 0

Overflowing Bathtub

Children Found in Water; Bath

Total Fathtles

69

Seat Position Unknown 17 7 24
Bath Seat Upright; Child ) 0 ,
Position Unknown
Unknown or Uncertain

. 4 0 4
Circumstances

96

? This column represents the fatalities reported to CPSC after Nov 2000. Of the 27 reported deaths, 11 occurred prior

to Nov. 2000 and 16 occurred from Nov. 2000 to Dec. 2002.
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Table 2: Bath Seat Non-Fatal Incidents and Complaints by Hazard Scenario

Hazard Scenario

Non-Fatal
Incidents and
Complaints -
Reported in
2001 Briefing
Package
1/83-11/00)

Updated
Additional Non-
Fatal Incidents
and Complaints’

Total Number of
Non-Fatal
Incidents and
Complaints
(1/83-12/02)

Bath Seat Breaking

Children Slumped Over

Tip-Over 51 29 80

Children Coming Out of the Bath 7 6 13

Seat

Entrapment and Submersi on 13 4 17
5 12 17

Overflowing Bathtub

Total Non-Fatal Incidents

94

59

Children Found in Water; Bath 5 4 9
Seat Position Unknown

Bath Seat Upright; Child Position 0 ) 0
Usknown

Unknown or Uncertain 11 3 14
Circumstances

153

® This column represents the non-fatal incidents reported to CPSC after Nov 2000. Of the 59 reported incidénts, 27
occurred prior to Nov. 2000 and 32 occurred from Nov. 2000 to Dec. 2002,
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1. Problems with the Bath Seat Design and Materials

Hazard scenarios associated with the design and materials of the bath seat include cases in
which: , _

1) the bath seat tipped over, submerging the occupants in the water or allowing them to
escape the seat (to be referred to as tip-over for the remainder of this memo);

2) . the bath seat remained upright and the occupant was found outside of the bath seat,
presumably by coming over the top of the bath seat (to be referred to as "coming
out”);

3) the bath seat remained upright and the occupant became submerged in the water
and/or entrapped in the bath seat presumably by slipping (or "submarining”) through
one of the leg openings (to be referred to as entrapment and submersion); and

4) the bath seat was reported to have broken while in use.

Lip-Over

Since the 2001 briefing package, CPSC has received reports of nine drowning deaths that
resulted from a bath seat that tipped over while the occupant was seated in the product. All of the
incidents occurred while the caregiver left the child unattended.

CPSC has also received reports of 29 non-fatal incidents of bath seats tipping over or the suction
cups releasing, creating the potential for tip-over. Twenty-two of the incidents occurred when the
caregiver was present and bathing the child. Three incidents occurred while the child was
unattended. The caregiver's location at the time of the four remaining incidents is unknown.

Combining fatal and non-fatal incidents reported since the 2001 briefing package, there have
been 38 bath seat tip-over incidents involving children ages 4 to 14 months. Twelve incidents
occurred without the presence of a caregiver, resulting in nine deaths. In 22 incidents, the
caregiver was present at the time of the incident. Caregiver supervision is unknown in the
remaining four incidents.

The total number of reported tip-over incidents, from January 1983 through December 2002,
includes 30 fatalities and 80 non-fatal incidents or complaints.

Children Coming Out of the Bath Seat

Since the 2001 briefing package, CPSC has received reports of eight children who drowned
when they came out of the bath seat. The children were found out of the bath seat in the bath
water and the bath seat was still in its upright position. The scenario suggests the inability of the
bath seat to restrain the child in the seat. All of the children were unattended when the incidents
occurred. :

CPSC has also received six reports of non-fatal incidents where the child came out of the bath
seat. Of the six incidents, two occurred when the caregiver was present, three were when the
child was left unattended, and the supervision is unknown in the last incident. In the two
supervised incidents, it was noted that the child was attempting to stand, or stood up, in the seat.



Combining fatal and non-fatal incidents reported since the 2001 briefing package, there have
been 14 children who came out of bath seats. The children were 6 to 12 months old -
approaching, or at the age, where a child can stand up with some assistance. Eleven of the
children were left unattended in the bathtub when the incident occurred, two were attended by
the caregiver, and caregiver attendance in the last incident is unknown. Eight of the 11
unsupervised incidents resulted in death.

The total number of reported coming out incidents, from January 1983 through December 2002,
includes 19 fatalities and 13 non-fatal incidents or complaints.

Entrapment and Submersion

CPSC received no reports of fatalities and four reports of non-fatal incidents of entrapment in
bath seats since the 2001 briefing package. A caregiver was present in two of the four incidents.
For one of the incidents, the caregiver stated that a 6-month-old child’s shoulder became wedged
inside the bath seat. For the other supervised incident, it was reported that a 10-month-old child’s
body slid through one leg opening and the child became entrapped. Supervision in the other two
incidents is unknown. These cases mvolved 7- and 9-month-old children who slipped through a
leg opening and became stuck.

The total number of reported entrapment and submersion incidents, from January 1983 through
December 2002, includes three fatalities and 17 non-fatal incidents or complaints.

Bath Seat Breaking During Use

Since the 2001 briefing package, 12 non-fatal incidents or complaints were reported to CPSC in
which the bath seat broke, without leading to a tip-over or submersion. Most of the incidents
involved various models of bath seats that experienced a structural failure of part of the product.
The children involved in these incidents ranged in age from 4 to 15 months old. Nine of the
incidents occurred when the caregiver was present. Supervision is unknown in the remaining
three incidents.

The total number of reported bath seats breaking, from January 1983 through December 2002,
includes no fatalities and 17 non-fatal incidents or complaints.

The incident data for the hazard scenarios that are not related to the bath seat design or materials
are detailed in Tab A.

B. Voluntary Standard
1, History and Development of ASTM Standard F 1967
On October 5, 1994, the American Society for Testing and Materials {now ASTM International)

initiated the development of a voluntary standard for bath seats. CPSC staff took part in the
development of the standard.



During the development of the bath seat standard, vanious requirements were discussed for
possible inclusion in the standard. These included performance requirements for stability, suction
cup integrity, static load, latching/locking mechanisms, restraint systems, leg opening sizes and
other requirements commonly found in juvenile product standards. The standard, ASTM F 1967-
99 "Standard Consumer Safety Specification for Infant Bath Seats,” was published in June of
1999 and included marking, labeling and literature requirements as well as performance
requirements addressing the issues mentioned above, with the exception of suction cup integrity
and leg opening sizes.

In September 1999, ASTM balloted a new requirement for suction cup integrity (addressing
attachment to the bath seat and to the bathing surface) and a durability requirement for
latching/locking mechanisms. The revised standard was published as ASTM F 1967-01 in June
2001.

On July 15, 2002, ASTM balloted five separate revisions to ASTM F 1967-01, including a test
procedure change and warning label additions. One of the five items balloted was the addition of
a performance requirement for the size of the leg openings and occupant seating space to address
entrapment and submersion incidents. This requirement specifies testing of all openings in the
bath seat with two test probes - a torso probe and a shoulder probe - and is detailed below and in
Section C: Draft Proposed Requirements. On March 10, 2003, the five items were approved as
part of the revised standard, ASTM F 1967-03. .

2. Performance Requirements of ASTM F 1967-03

. The following is a summary of the performance requirements and their respective test methods
specified in ASTM F 1967-03 (those added to the standard since 1999 are noted):

Restraint System: If the seat provides back support and side or front support, then a passive

crotch restraint must be provided. The standard does not allow additional restraints that require

any action on the part of the caregiver to secure the restraint.

Stability: The bath seat is tested on a smooth surface, in 2 inches of water. A 17-pound force

(Ibf.) is applied horizontally from the seat. The bath seat complies if it does not tip over. Testing

1s not required on slip-resistant surfaces unless the manufacturer recommends use on slip-

resistant surfaces”. .

Static Load: A 30-pound load 1s placed in the seat for 20 minutes. There shall be no breakage

or deformation of the product.

Requirements for Suction Cups (added in 2001): Seats with suction cups are tested as follows:

1. Afier soaking in water, a 25-pound pull test is performed in an attempt to remove the suction
cups from the seat.

2. After soaking in water, a 25-pound pull test is performed on a seat installed on a smooth
bathing surface, in an attempt to disengage the suction cups from bathing surface.

3. The seat is instalied/removed 2000 times on a smooth bathing surface and pull test #2 is
repeated.

* CPSC staff is not aware of any bath seats currently sold that are recommended for use on slip-resistant surfaces.

-8-



Leg Openings (added in 2003):

1. A torso probe is inserted in the most adverse orientation into each opening of the bath seat
from the direction of the occupant seating surface. A 15-pound force is applied. To comply,
the bath seat shall not permit passage of the torso probe.

2. The tapered end of a shoulder probe is inserted in the most adverse orientation into each
opening of the bath seat from the direction of the occupant seating surface. A 15-pound force
1s applied to the probe in the direction of the major axis. The force is released and a 10-
pound force 1s applied to the top 1.0 inch perimeter of the probe in a direction vertically
toward the seating surface. To comply, the 1.0 inch perimeter shall not be permitted to
contact the seating surface of the bath seat.

ASTM F 1967-03 is expected to be published in the summer of 2003. The Juvenile Products
Manufacturers Association (JPMA) has indicated that the new leg opening performance
requirements will become part of its certification program six months after publication of the
revised standard. Thus, any bath seat that is intended by the manufacturer to be JPMA certified
to the revised standard should be available for purchase by the winter of 2003-2004.

3. Performance Requirements Not Included in ASTM F 1967

During the fall 2002 subcommittee meeting, CPSC staff proposed requirements addressing the
stability of bath seats on slip-resistant surfaces and enhanced product labeling. The proposed
requirements were reviewed at the March 4, 2003 subcommittee meeting. There was limited
discussion of the proposed requirements and the subcommittee deferred any decision on
balloting of the requirements until after the next subcommittee meeting, tentatively set for fall
2003. :

CPSC staff believes that ASTM F 1967-03 does not adequately address the drowning risks
presented by bath seats. As currently revised; the ASTM standard addresses hazards associated
with entrapment and submersion, but there are not adequate provisions to address the hazards
associated with tip-over or children coming out. In the following section, the new leg opening
requirement included in ASTM F 1967-03 and other staff recommended requirements are
reviewed.

C. Draft Proposed Requirements (Tab B & C)

CPSC staff is recommending three draft proposed requirements for the proposed rule to help
address the hazards associated with bath seats: 1) a stability performance requirement to address
the tip-over hazard, 2) a leg opening performance requirement to address the entrapment and
submersion hazard’, and 3) a labeling requirement to help address incidents of children coming
out of the bath seat. CPSC staff believes that to adequately address the hazards, bath seats should
conform to these requirements.

* This is the same performance requirement that was recently approved and added to ASTM F 1967-03.
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Tab B 1s a memo from CPSC's Division of Mechanical Engineering (ESME) that outlines and
details the development of the draft proposed requirements. Tab C contains a memo from
CPSC's Division of Human Factors (ESHF) that contains details and justifications for some of
the requirements. The following sections address each of the draft proposed requirements.

1. Tip-Over Hazard/Stability Performance Requirement

As discussed previously, the tip-over scenario was involved in a total of 110 incidents, involving
30 deaths and 80 non-fatal incidents. Bath seats currently being sold depend on surface adhesion
(suction cups) for all or part of their stability. Failure of the suction cups can result in an unstable
bath seat that would increase the likelihood of the product tipping over. Suction cups fail by
detaching from the product or by detaching from the tub surface.

Most of the reports concerning tip-over were based on incidents where suction cups on the
bottom of the bath seat failed to adhere to the bathtub surface during a child's entire bath. This
can happen for several reasons including degradation of the suction cups over time, or dirty or
soapy surfaces that affect adhesion of the cups to the tub. In addition, suctions cups will not
reliably adhere to slip-resistant tubs. In these incidents, failure of the bath seat to continuously
adhere to the surface resulted in an unstable product. The ASTM subcommittee for bath seats
identified this problem and ASTM F 1167-03 requires that manufacturers inclhude warnings
against using bath seats on slip-resistant surfaces.

However, identifying a "slip-resistant” tub can be difficult. Although many slip-resistant tubs
have easily identified texturing, such as a sandpaper-like finish, a pattern of ridges, or consumer-
added appliqués, some slip-resistant surfaces have a very subtle finish. A convenience sampling
of slip-resistant tubs at a home improvement store by CPSC staff showed some tubs that
appeared to be smooth, even though they were "slip-resistant.” During testing, CPSC staff noted
that suction cups can temporarily form a seal on abrasive surfaces if the surface has already been
flooded with water. The suction does not last more than a few seconds with smaller suction
cups, but some of the larger suction cups held a seal for more than 20 minutes. Because
identifying slip-resistant tubs might be difficult, and testing can be misleading, CPSC staff
believes that warning against the use of bath seats on slip-resistant surfaces will not be effective
at preventing incidents.

Based on testing conducted by Engineering Sciences (ES) and Laboratory Sciences (LS) staff,
CPSC staff proposes a performance requirement that addresses bath seat stability on slip-
resistant surfaces. Staff proposes that the slip-resistant test surface be defined as a surface on
which commercially available, adhesive backed, slip-resistant tread strips have been applied.
Ship-resistant tread strips are used in many applications such as walkways and stairs, as well as
bathtubs, to provide traction against slipping. Staff is not aware of any standard for slip-resistant
tread strips, but the desired result of an uneven surface is an inherent characteristic of any slip-
resistant tread. :

A performance requirement that requires all products to remain stable on slip-resistant bathing

surfaces should reduce the likelihood of tip-over incidents due to surface adhesion failure,
Designing a product to be stable on slip-resistant surfaces can be accomplished by making the

-10-
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product’s stability dependent on its geometry and construction. An object will fall over when its
center of gravity lies outside its supporting base. The supporting base of bath seats can be
designed to be wide enough to prevent tip-overs. Another potential approach is a design that
attaches the bath seat to one or both of the tub sides.

The proposed stability performance requirement, as outlined in Tab B, is similar in nature to the
stability requirement in ASTM F 1967-03, but instead of testing on a smooth surface, it requires
the product to be tested on a slip-resistant surface.

2. Entrapment & Submersion H azard/Leg Opening Performance Requirement

Over the last two years, CPSC staff has been working as part of an ASTM task group to develop
a performance requirement to address the entrapment and submersion hazard. This performance
requirement tests all side and leg openings with two test probes -- a torso probe and a shoulder
probe. To comply with the requirement, the torso probe shall not pass through any side or leg
openings, and the shoulder probe shall not slide through any side or leg openings nor be able to

* rotate in a manner that allows the upper end of the probe to contact the seating surface.

The torso probe is identical to the probe used in the current high chair standard, ASTM

F 404-99a, since high chairs are intended for the same minimum developmental stage occupants.
Prohibiting passage of the probe is intended to prevent the torso of the occupant from sliding
through a side or leg opening. The design of current bath seats can be modified to elimiate
openings that are large enough for an infant to slide through, for example by adding more
vertical “bars” or increasing the width of existing “bars.”

The dimensions of the shoulder probe represent the shoulder breadth and buttock depth of the
smallest intended occupant. During the test, the shoulder probe is inserted into each leg opening
and a force is applied to the "shoulder” end of the probe in an attempt to push it through the
opening, of to have it contact the seat base. Prohibiting the probe from contacting the seating
surface is intended to prevent an occupant from sliding and rotating in the bath seat to a point
where the occupant’s shoulder and face is under water. The interior volume of current bath seats
can be reduced to prevent an infant from lyinig down (and possibly becoming entrapped
underwater) without preventing older users from occupying the seat.

This leg opening performance requirement was recently approved by ASTM and is included in
ASTM F 1967-03, to be published in the summer of 2003.

3. Coming Out Hazard/Performance Requirement vs. Labeling Requirement

One of the identified incident scenarios involveé the bath seat remaining upright, with the child
found out of the seat. CPSC staff’s assessment of this hazard reached the following conclusions:

e Adding an effective restraint system to the seat may change the utility of the product. CPSC
staff believes that adding a restraint system could change the product from a bath aid to a
bath restraint, making it impractical for its intended purpose of aiding caregivers when
bathing children. Essentially, current bath seats maintain the children’s seated posture as
loosely as possible, so that caregivers have room for their hands to wash children without
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worrying that the children will fall over or slip down. Bath seats are “loose supports.” They
are poorly adapted to restraining functions because it is difficult to make an effective “loose
restraint.” Preventing children from coming out of a bath seat requires a restraint system
that is reasonably comfortable and still allows washing. Children’s escape efforts are
facilitated because they are naked and wet. Restraining their slippery bodies comfortably,
with room to wash, 1s extremely difficult because humans are so flexible and jointed.

» Making the product seating area smaller by requiring a standard size will not prevent all
users from coming out of the bath seat. One concept of a restraint is simply to reduce the
occupant retention area so that it is "tighter” on the child. This will not be effective for all
users due to the great range of child size within the intended user population. Bath seats that
fit large 6-month-old children may still allow smail 10-month-old children ample clearance
to fit into the seat and come out. The large variability in sizes among same-age children in
this age range 1s greater than the growth from age 5 months to 10 months. Thus, requiring
bath seats to conform to a smaller, standardized size would be insufficient to create an
effective passive restraint system for bath seats.

Since a restraint performance requirement does not appear to be a practical approach for _
preventing children from coming out of a bath seat, staff recommends a forceful warning label to
warn about the need for constant caregiver attendance.

Labeling Réequirements

The label specified by ASTM F 1967-01° (found on bath seats currently being sold) is:

A WARNING
Prevent Drowning
ALWAYS keep baby within arm’s reach

Staff believes that this label needs to be stronger so consumers understand that the danger of
drowning is a reasonable possibility. Some consumers report that leaving a child unattended
momentarly is “understandable,” to get a towel, answer the phone or doorbell, or help another
child, even though some admit they understand that it is a risk. They may rationalize that they
are still “attending” to the child if they can “hear what’s going on,” or if they are “just in the next
room” and will soon return. Caregivers reading the current warning label may admit that
drowning is possible, but may rationalize that it has never happened before. Since they think the
event 1s unlikely, they feel comfortable ignoring the warning and believing the hazard is unlikely.
They trust the bath seat and over-apply the success of their prior experiences with it when their
child did not come out. A strong warning may counteract some of the sense of security invoked
by a bath seat’s appearance. CPSC staff recommends strengthening the ASTM warning label
with statements that clearly explain the danger. Staff recommends the following:

® The warning labe] for the recently approved standard, ASTM F 1967-03, contains the identical wording as ASTM
F 1967-01, along with two additional warnings : "Use ONLY on Smooth Surfaces” and "Suction Cups Will Not
Stick to Slip-Resistant Surfaces™. :
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A WARNING
Children have drowned while using bath seats.
ALWAYS keep baby within arm’s reach.
This bathing aid is NOT a safety device.
Stop using when a child is able to pull up to a standing position.

4. Draft Requirements and ""False Sense of Security"

Some caregivers may perceive that bath seats provide a greater degree of safety than they
actually do. The staff believes that the recommended requirements will improve the safety of
bath seats. However, it will still be unsafe to leave a child alone even in a bath seat that meets the
recommended requirements.

Compliance with the two recommended performance requirements does not mandate a specific

~ design and therefore will not necessarily result in a bath seat design that will look more secure
and safer than the ones currently available. Thus, staff is unable to estimate how much, if any, a
change in design may increase the false sense of security. '

It should be noted that a stronger warning label, such as the one recommended by CPSC staff,
could reduce the sense of security. Thus, even if a new design might possibly enhance this sense,
it is staff's opinion that the recommended warning label requirement can serve as a
counterbalance and potentially reduce it.

D. Response to Comments to the ANPR

A tota] of 10 comments from nine individuals were received during the ANPR comment period.
One commenter sent in fwo separate comments, representing two different groups. Eight of the
10 comments supported a ban of the product. One of the 10 supported a mandatory performance
standard and the other commenter supported the development of a voluntary standard. An
outline of the comments received 1s included in Tab D. Staff responses to the comments can be
found in Tabs A, E, and F. A summary of the responses to the primary issues is included below.
The numbers found in parentheses after a comment refer to the commenter number assigned by
the Office of the Secretary and found in the outline included in Tab D.

1. Adequacy of Bath Seat Designs and the Voluntary Standard

Comment: Several comments (CH 01-5-3; 5; 6; 7; 8) stated that no standard can adequately
address the risk of death and mjury associated with bath seats and that ASTM F 1967-01 does
not adequately address these issues. Some commenters (CH 01-5-1; 4; 5; 6) specifically pointed
out that the size of the leg openings was hazardous.

Response: CPSC staff believes that the leg opemung requirement recommended by staff and
recently added to the ASTM voluntary standard will address incidents that involve
entrapment/submersion and that the stability requirement recommended by CPSC staff can
adequately address tip-over incidents.
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Comment: Comment CH 01-5-9 asserted that certain design safety measures can be added to
make bath seats safer, including the addition of user-activated restraints, and that ASTM should
include these safety measures in the voluntary standard.

Response: CPSC staff agrees that bath seats can be made safer by implementing design safety
measures to address the tip-over hazard and the entrapment and submersion hazard. However,
the staff concludes that a user-activated restraint system that prevents a child from coming out of
a seat could make the bath seat impractical for its intended purpose. In addition, staff is
concerned that caregivers may not use such restraints. As a result, a performance requirement
for a restraint system is not a viable approach at this time. The staff recommends that the
coming out hazard be addressed with a forceful waming label to stress the need for constant
caregiver attendance.

2. Bath Seat Suction Cups and Performance on Slip-Resistant Surfaces

Comment: Several comments (CH 01-5-3; 3a; 5; 6) specifically concemed the compatibility of
bath seats with slip-resistant surfaces and stated that ASTM F 1967-01 is not compatible with
ship-resistant surfaces. Three comments (CH 01-5-1; 2; 6) concentrated on the poor performance
of suction cups in terms of ability to adhere to surfaces.

Response: Current bath seat designs that rely on suction cups for stability will not reliably
adhere to non-smooth surfaces such as textured tub surfaces, non-slip abrasive surfaces, or
surfaces on which non-slip adhesive treads have been applied. Bath seats that do not rely on
suction cups or any kind of surface adhesion for stability should not encounter the same stability
problems identified with current bath seats when used on slip-resistant surfaces. CPSC staff
recommends that stability tests on bath seats be performed on a slip-resistant surface.

The ASTM bath seat voluntary standard does not require testing bath seats on slip-resistant
surfaces 1f the manufacturer’s instructions state that the product should only be used on a smooth
surface. CPSC staff is not aware of any current bath seat where the instructions state the product
can be used on slip-resistant surfaces. ’

Comment: Comment CH 01-5-2 stated " if the suction works well enough to keep the seat
always upright, it will also work to hold the child underwater, even with a parent struggling to
Jfree the child, if the child submarines or slips out of the bath seat.”

Response: The dariger of being unable to free a child in a stable, upright seat is only possible if
the child can submarine and become entrapped in the seat. The leg opening requirement
recommended by CPSC staff and recently added to the ASTM standard should prevent this from
OCCUITIng.

3. A False Sense of Security and Parental Absence
Comment: Several comments (CH 01-5-1; 2; 3; 4; 5; 6; 7; 8) mentioned that caregivers are

more likely to leave a child alone in a bath seat because the child looks safe in one and warning
labels are insufficient to prevent this behavior. ‘
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Response: If consumers believe that a bath seat is safe due to its appearance or features, they
may choose to ignore the warning. This phenomenon, called “risk compensation,” can occur
with many products, even those not intended to be safety devices, if the user trusts the device to
prevent injury. However, strengthening the warning on the product may help combat any
appearance of safety in bath seats. For this reason, the warmning should be as powerfully worded
as possible.

Comment: Comment CH-01-5-9 implied the problem is not with bath seat designs, but with the
people who leave children unattended. This commenter also states “If the bath seat/ring was
‘designed and manufactured ' to allow the caregiver to place the child in the tub and walk away
then I would heartily agree that these articles constitute a ‘mechanical hazard’. But the fact is,
these bath aides were not designed or manufactured to be used in such a way.”

Response: Staff agrees that some caregivers perceive that the bath seat provides a greater degree
of safety than it does, and this false sense of security leads to foreseeable misuse of the product.
Staff also believes that the product is not adequately designed to protect children against the
consequences of this foreseeable misuse. In addition, some mechanical failures have occurred in
the presence of a caregiver.

4. Utility Age Range

Comment: Comment CH 01-5-8 questioned the age recommendation of 5 to 10 months for bath
seats. The commenter suggests that “6 to 8 months is a much more realistic age range for
average children to sit securely and to begin to pull up on objects.”

Response: The relevant milestones for bath seat use are "sitting unassisted” and "pulling to a
standing position.” A significant portion of the population will sit unassisted somewhere between
5 months and 6 months of age, even though the average will fall somewhere just after 6 months.
As well, a significant portion of the population will not be able to pull to a stand until sometime
after their 9-month birthday. To encompass a reasonable majority of typical users, CPSC staff
believes that bath seat usage will likely occur in the 5- to 10-month age range. However, some
users may well achieve the milestones in shorter time spans.

ASTM recently approved a modification to its standard to include an age recommendation for
the product of between 5 and 10 months. In addition, the revised standard also requires
packaging and instructions wording as follows: “Product is suitable for children able to sit up
unassisted. Product is not suitable for children able to pull up to a standing position who may
attempt to climb out.” CPSC staff concurs with this recommendation.

5. Bath Seat Incident Rates
Comment: Two comments (CH 01-5-1 and 8) stated that the “...standard has done nothing to

slow the bath seat mortality rate.” and “... the standard has failed to reduce the numbers of
drowning and near drowning incidents...”
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Response: Since the date of manufacture of the bath seats involved in the incidents is not
recorded, CPSC staff cannot determine if the bath seat was manufactured prior to the effective
date of a particular ASTM standard. However, as noted earlier in this memo, CPSC staff has
concerns about the adequacy of the voluntary standard in addressing deaths and incidents
associated with bath seats.

E. Adequacy of the Proposed Requirements (Tab A)

The CPSC staff’s recommended performance requirements primanly address two of the
identified hazard scenarios associated with bath seats. CPSC staff examined each of the fatal and
non-fatal mcidents related to tip-over and entrapment/submersion and only a few non-fatal
incidents were identified that may not be addressed by the recommended performance
requirements. If one assumes that future incidents would follow the situations and patterns of the
incidents seen in CPSC’s data, the provisions of the recommended performance requirements
would address approximately 97 percent of tip-over incidents and approximately 95 percent of
entrapment and submersion incidents. Details of this analysis can be found in Tab A.

Failure to retain the child within the bath seat is another hazard pattern associated with bath
seats. There are no direct performance requirements recommended by staff to address this.
Indirect requirements include a recommended stronger warning label to increase caregiver
attendance and the potential decrease in occupant retention space due to the leg opening
requirements (see Tab C). A smaller occupant retention space could prevent some users from
coming out of the bath seat. While both of the indirect requirements may help address the
coming out hazard, an effectiveness level has not been ascribed for either one because it is
unknown at this time to what extent they may contribute to a reduction in incidents.

F. Option of Banning Bath Seats

In order to consider a ban of all bath seats, the Commission would need to determine the effect
that such a ban would have on the number of drowning fatalities associated with bathing infants.

Similar to an analysis presented in the March 2001 briefing package, staff conducted another
relative risk analysis and compared bath seat-related deaths to bathtub-related deaths (Tab A).
CPSC has complete death certificate data from 1994 through 1998 and 99 percent complete data
for 1999. Since CPSC collects all death certificates for bathtub-related deaths, staff believes the
CPSC data contains most, if not all, of the U.S. deaths in bathtubs for children under 1 year old.
Therefore, the data from 1994 through 1999 were used for the relative risk analysis.

In order to calculate the risk of drowning for this analysis, a user population had to be estimated.
Staff used the Baby Products Tracking Study’ for data on bath seat ownership to estimate the
proportion of parents who owned a bath seat. This proportion was applied to the population of
children age 5 to 10 months old during the time period to calculate the number of children who
were bathed with a bath seat. Since there 1s no exposure data for bath seats, staff assumed that
the percentage of parents who owned a bath seat was equal to the percentage of parents who used

7 Baby Products Tracking Study 2000: Nursery Décor and Accessories, conducted for American Baby
Group, Bruno and Ridgeway Research Associates, Inc, #5861.
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a bath seat. Another assumption associated with the bath seat users was that a parent who owned
a bath seat used the bath seat during every bath for the child. The relative risk analysis is
presented in Table 3, grouped by age 5 to 7 month-old children and 8§ to 10 month-old children,
-as well as the aggregate data across the intended user population. These groupings were chosen
to highlight differences in relative risk seen in sub-groups of the intended user population. A
month by month breakdown of the analysis can be found in Tab A.

Table 3: Relative Risk of Death:
Bath Seat-Related Deaths vs. All Bathtub-Related Deaths,
5- to 10-month-old Children, 1994 through 1999

Total Bath Bath Seat | o ) Bathtup|  Bathtub Bath Seat to
.. Deaths per 10 Deaths per 10
Age of Victim Seat Deaths Million Bath Deaths Million Ba-thtul.)
: (1994-1999) Seat Owners (1994-1999) Bathtub Users Relative Risk*
Grouped Data
5-7 months 21 8.04 24 5.40 1.49
8-10 months 24 7.29 79 20.99 0.35
Agpgregate
5-10months . | | 45 l 7.62 | 103 | 12.54 | 0.61

* A relative risk number greater than one mmplies that children bathed in a bath seat are at a higher risk of drowning
than children bathed in a bathtub. A number less than one implies that children in a bathtub are at a higher risk of
drowning than children bathed in a bath seat.

The analysis suggests that children ages 5 to 7 months are more at risk of drowning when bathed
in a bath seat as opposed to being bathed in a bathtub. Children ages 8 to 10 months, as a group,
are at a higher risk of drowning when bathed in a bathtub than when bathed in a bath seat. When
children are grouped together across the entire recommended user age group (5-10 months), the
data suggest the children are at a higher risk of drowning when in a bathtub than in a bath seat.
However, staff does not consider this to be an appropriate way to view the data and believes it
may result in a misleading conclusion. Within the 5- to 10-month-old age range, there are
distinct and important differences in a child's development and size as they relate to the use of
bath seats. Therefore, the aggregate risk analysis masks differences in relative risk when
examining the smaller groupings within the age range of the intended user population.

Based on the analysis, CPSC staff cannot measure the effect that a ban would have on bathing-
related drownings for the following reasons:

e The analysis suggests that bathing while using a bath seat is riskier for younger
bathers, while bathing in bathtubs without using a bath seat is riskier for older
bathers.

* Assumptions were made to estimate a bath seat user population for the analysis. The
accuracy of the estimates will affect the accuracy of the results.

¢ The analysis cannot be applied to children outside of the 5 to 10 month age range, and
therefore a portion of bathing-related deaths are not addressed by the analysis.
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G. Preliminary Regulatory Analysis (Tab G)

When the Commission proposes a rule under the FHSA, it must publish a preliminary regulatory
analysis that includes:

* apreliminary description of the potential benefits and potential costs of the proposed
regulation, including any benefits or costs that cannot be quantified in monetary
terms, and an identification of those likely to receive the benefits and bear the costs;

e adiscussion of reasonable alternatives to the proposed regulation, including
voluntary standards, and a brief explanation of why such alternatives should not be
published as a proposed regulation.

In addition to the requirements of the FHSA, the Commission is required by the Regulatory
Flexibility Act of 1980 to consider the possible effects of a proposed rule on small businesses.
The National Environmental Policy Act of 1969 also requires the Commission to consider the
potential environmental impact of a proposed rule.

This section presents a summary of the bath seat market, the preliminary regulatory analysis and
a discussion of the likely effects of a proposed rule on small businesses and the environment.
Tab G contains a memorandum from the Directorate for Economic Analysis (EC) with details
related to the summary information provided below.

1. | Producers and Market Share

Bath seats are produced and/or marketed by juvenile product manufacturers and distributors. At
the present time, there are two manufacturers and one importer of bath seats active in the U.S
market. The manufacturers are Safety 1%, which has several models of bath seats on the market,
including a convertible tub/seat, and The First Years, which has a convertible tub/seat. The
importer is Juvenile Solutions, which currently imports a bath seat from France.

Bath seats are available in many other countries, including Canada. Although only three firms
are currently supplying bath seats in the U.S., any foreign manufacturer is a potential supplier to
the U.S. market.

Based on a survey of new and expectant mothers conducted in the Baby Products Tracking
Study, 2000, Safety 1% is the leading brand of bath seat in use. In that survey, 46 percent of
respondents who specified the brand of bath seat owned indicated Safety 1*'. Fisher Price (which
no longer produces bath seats) and The First Years followed with 14 percent each. However, it
should be noted that 63 percent of bath seat owners did not specify their bath seat brands.

2. Products in Use
In 2000, JPMA estimated that there may be up to two million bath seats in use. This is generally

consistent with an estimate derived from the Baby Products Tracking Study, 2000. According
to the Tracking Study, about 33 percent of new mothers own bath seats. Given the
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approximately four million annual births in the U.S,, the 33 percent ownership rate suggests
about 1.3 million bath seats are available for use for infants under the age of one. Including bath
seats used by infants older than one, the total number of bath seats in use may be close to two
million, as estimated by JPMA.

Retail sales of new bath seats may range from 700,000 to 1,000,000 annually. The American
Baby Group survey indicated that 46 percent of bath seats owned by new or expectant mothers
were borrowed or obtained after being used by an older child. This suggests that about 54
percent of the bath seats were acquired new, resulting in annual sales of about 700,000 (.54 x 1.3
million). The JPMA estimate of sales is higher, about 1 million annually.

3. Potential Cost of a Proposed Rule

If the Commission promulgates a rule requiring bath seats to conform to the stability and leg
opening performance requirements and the labeling requirement, the costs to manufacturers
would include product development costs and increased costs of production. Product
development costs involve costs associated with redesign of the product and retooling of
manufacturing equipment. According to an industry representative, new molds for a redesigned
product are estimated to cost about $350,000. Product development overhead costs include
product design, development and marketing staff time, product testing and focus group expenses.
However, these “product development costs” will be treated as with any new product
development and be amortized over time.

Manufacturers report that there will be an increase in the cost of production associated with
additional material, labor and shipping costs. According to an industry representative, its
redesigned bath seat will be larger, heavier, and more complex to assemble. At the present time,
most bath seats are manufactured in the U.S. However, according to an industry representative,
some of the manufacturing or assembly of redesigned bath seats may be accomplished outside
the U.S. due to the increased labor requirements and complexity of the manufacturing process. .

In addition to product development costs and increased production costs, revenues may be
affected if sales do not match those of existing bath seats. Sales may be reduced because of price
increases and possible reductions in the utility of the new, safer bath seats. Utility could be
reduced if the product is more difficult to use or the age range of users is reduced. On the other
hand, the added safety of the product may increase the utility of the product to some consumers,
a factor that may be a positive influence on sales.

Currently, bath seats sell for about $10 to $16. Convertible seats, which convert from an infant

~ bathtub to an infant bath seat, sell for about $20 to $25. Based on di